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DETAILED ACTION 

Election/Restrictions 

1 . Applicant's election of Group II, claims 7-41 , species I, in the reply filed on March 
21 , 2007 is acknowledged. Because applicant did not distinctly and specifically point 
out the supposed errors in the restriction requirement, the election has been treated as 
an election without traverse (MPEP § 818.03(a)). The Examiner concurs with the 
Applicant that at least independent claims 7,11, 29, and 41 encompass Species 1 . 
However, after further consideration of the independent and dependent claims, the 
Examiner has withdrawn the species election requirement, and claims 7-41, all drawn to 
a tissue fixation device, will be further examined. 

Claim Rejections - 35 USC §112 

2. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

3. Claims 39 and 40 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. In each of these claims, "the deployment 
instrument" or "deployment instrument" lacks antecedent basis. 

Claim Rejections - 35 USC § 102 

4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 
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(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

5. Claims 11-14, 16, 17, 27-29, 32, 33, 35, and 36 are rejected under 35 
U.S.C. 102(e) as being anticipated by Whaley (GB 2075829). Whaley discloses, at 
least in figures 1a, 1b, and 7; a tissue fixation device including a suture (1) and first and 
second securing elements (2, 3) respectively attached to first and second portions of the 
suture, where the first and second securing elements are spaced apart from a third 
portion of the suture, where a portion of the suture is coupled to another portion by 
knotting, where first and second portions of the suture are respectively passed through 
openings in the first and second securing elements, where the suture is endless or 
forms a closed loop, and where the first securing element has sharp tip (10). 

6. Claims 11,18, 20-24, and 26 are rejected under 35 U.S.C. 102(b) as being 
anticipated by La Torraca (3,900,925). La Torraca discloses, at least in figures 2-5, a 
tissue fixation device including a suture (22) and first and second securing elements 
(24) respectively attached to first and second portion of the suture, and a first pledget 
having a plurality of holes (27), where the suture passes through the holes, where the 
suture has two ends disposable on the same side of the pledget (see fig. 5), where the 
first and second securing elements are oriented at least substantially parallel to the 
holes in a first position (see fig. 3) and are at least substantially perpendicular to the 
holes in a second position (e.g., see fig. 5), where the first and second securing 
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elements are generally cylindrical in shape or have an elongated shape, such that the 
long axis of a securing element is larger than the diameter of a hole in the pledget. 

7. Claims 11, 25, 29-31, 39, and 40 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Deschenes et al. (5,671 ,507). Deschenes et al. disclose, at least in 
figures 1-5 and in col. 5, lines 10-14; a tissue fixation device including a suture (e.g., 13) 
and first and second securing elements (e.g., 21, 23) respectively attached to first and 
second portion of the suture, and a deployment instrument (as disclosed in U.S. Patent 
No. 5,383, 260, incorporated by reference), where the first and second securing 
elements are rotatable from a first position to a second position (see fig. 2), where the 
first and second securing elements (43, 45) each include a sharp tip (47, 49), and where 
each securing element (e.g., 43, 45) is generally cylindrical in shape and the proximal 
end of each securing element includes a reduced diameter portion. 

8. Claims 11-13, 15, 29, 30, 32, and 34 are rejected under 35 U.S.C. 102(e) as 
being anticipated by Bonutti (7,087,073). Bonutti discloses, at least in figure 10 and in 
col, 30, lines 44-53; a tissue fixation device including a looped suture (24) and rotatable 
first and second securing elements (18, 20) with sharp tips respectively attached to first 
and second portions of the suture, where the first and second securing elements are 
spaced apart from a third portion of the suture, and where a portion of the suture is 
coupled to another portion by welding (at 50 and 52). 



Claim Rejections - 35 USC § 103 
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9. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

10. Claims 7-10 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Merser (3,399,432) in view of Robbins (2,104,885). Merser discloses, at least in figures 
1-8 and 11-13; the invention substantially as claimed. Merser discloses a tissue fixation 
device including first and second sutures (1, 1'), a first pledget (B") with first and second 
through holes (2'), first and second securing elements (3') each rotatable from a first 
orientation to a second orientation (see figs. 1-8, 10 and 11), and where first and 
second portions of each suture are respectively connected to first and second securing 
elements. However, Merser does not disclose a second pledget having at least one 
through hole. Robbins teaches, at least in figure 4 and in col. 2, line, 30 to col. 3, line 2; 
a fixation device with first and second pledgets (17, 18) connected with a suture and 
securing elements. It would have been obvious to one having ordinary skill in the art, in 
view of Robbins, to include a second pledget with the fixation device of Merser. Such a 
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pledget or backing would protect fabric or tissue from chafing or ripping by first and 
second securing elements placed in contact with the second pledget, and it would 
prevent the securing elements from being pulled through the holes in the relatively more 
pliant fabric or tissue. 

11. Claim 19 is rejected under 35 U.S.C. 103(a) as being unpatentable over La 
Torraca (3,900,925) in view of in view of Robbins (2,104,885). La Torraca discloses the 
invention substantially as claimed, but does not disclose a second pledget having a 
plurality of through holes. Robbins teaches, at least in figure 4 and in col. 2, line, 30 to 
col. 3, line 2; a fixation device with first and second pledgets (17, 18) connected with a 
suture and securing elements. It would have been obvious to one having ordinary skill 
in the art, in view of Robbins, to include a second pledget with the fixation device of La 
Torraca. Such a pledget or backing would protect fabric or tissue from chafing or 
ripping by first and second securing elements placed in contact with the second pledget, 
and it would prevent the securing elements from being pulled through the holes in the 
relatively more pliant fabric or tissue. 

12. Claims 37, 38, and 41 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Deschenes et al. (5,671,507) in view of Robbins (2,104,885). 
Deschenes et al. disclose the invention substantially as claimed. Deschenes et al. 
disclose, at least in figures 2, 3, and 5 ; a tissue fixation device including a suture (13), 
first and second second securing elements (43, 45) with sharp tips (47, 49), and a first 
pledget (B) with a plurality of through holes (Bi and B 2 ). However, Deschenes et al. do 
not disclose a second pledget having a plurality of through holes. Robbins teaches, at 
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least in figure 4 and in col. 2, line, 30 to col. 3, line 2; a fixation device with first and 
second pledgets (17, 18) connected with a suture and securing elements. It would have 
been obvious to one having ordinary skill in the art, in view of Robbins, to include a 
second pledget with the fixation device of Merser. Such a pledget or backing would 
protect fabric or tissue from chafing or ripping by first and second securing elements 
placed in contact with the second pledget, and it would prevent the securing elements 
from being pulled through the holes in the relatively more pliant fabric or tissue. 

Conclusion 

1 3. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Faivre (3,636,594), Ostermaier (4,229,930), Ferragamo 
(Des.356,154), and Bonutti (Re. 36, 974) teach sutures with securing elements, while 
Bobner (1,548,250) teaches pledgets. 

14. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Julian W. Woo whose telephone number is (571) 272- 
4707. The examiner can normally be reached Mon.-Fri., 7:00 AM to 3:00 PM Eastern 
Time, alternate Fridays off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anh Tuan Nguyen can be reached on (571) 272-4963. The fax phone 
number for the organization where this application or proceeding is assigned is (571) 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
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published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




Julian W. Woo 
Primary Examiner 



April 16, 2007 



